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ORIGIN HEW-06 

INFO OCT-01 ARA-10 EUR-12 NEA-10 10-10 ISO-OO OES-05 
COME-OO EB-07 /061 R 
66611 

DRAFTED BY: DHEW/FDA/JRWEINROTH, M.D. 

APPROVED BY: OES/APT/BMP: MBEAUBIEN 
DHEW/OIH/MACODDING 
EUR/NSD-IG:JROUSE (INFO) 

AR A/NSC-IG:RJBI .OOMFIF.I .D (INFO) 

NEA/INS:RDLORTON (INFO) 

OES/APT/BMP: AERICHMOND (INFO) 

109773 

R 182329Z AUG 75 
FM SECSTATE WASHDC 
TO AMEMBASSY BRUSSELS 
AMEMBASSY GUATEMALA 
AMEMBASSY KINGSTON 
AMEMBASSY MEXICO 
AMEMBASSY KATHMANDU 
AMEMBASSY PANAMA 
AMEMBASSY LISBON 
AMEMBASSY MADRID 
AMCONSUL CURACAO 
USMISSION GENEVA 

UNCLAS STATE 196127 

E.O. 11652: N/A 

TAGS: OGEN, TBIO, BE, GT, JM, MX, NA, NP, PN, PO, SP, WHO 
SUBJECT: FDA ADVISORY SUBPOTENT DIAGNOSTIC REAGENT 
1. FDA ADVISES THAT: 

PRODUCT: CALCIUM CHLORIDE IN 4 ML VIALS, LOT NUMBER CC-103E 

AND REAGENT KIT, LOT NUMBER ALT2-236-103AE 
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MANUFACTURED BY: 

DAD DIVISION OF AMERICAN HOSPITAL SUPPLY CORPORATION 

1851 DELAWARE PARKWAY 

P.O. BOX 672 

MIAMI, FLORIDA 33152 

MAY BE SUBPOTENT. THE FIRM DISCOVERED THAT 25 PERCENT OF THE 
RESERVE SAMPLE VIALS WERE SUBPOTENT (OUTSIDE THE 
ACCEPTABLE RANGE). THIS MAY RESULT IN INCORRECT READING OF 
PROTHROMBIN LEVELS OF A PATIENT WHICH MAY LEAD TO AN INCORRECT 
DIAGNOSIS AND TREATMENT WITH CONSEQUENCES OF POTENTIAL HARM 
OR PROBABLE LIFE THREATENING NATURE. 

2. FOREIGN CONSIGNEES AS FOLLOWS: 

G. DELFORGE AND C.I.E. DISTRIBUTORS, 197 AVE PAUL 
DESCHANNEL, 1030 BURSSELS, BELGIUM 

BANCO DE SANGRE DISTRIBUTORS, 7 AVE. NO. 5-32, ZONA 2, 

GUATEMALA 

CALADONIE MEDICAL LABORATORY, 8 A CALEDONIA AVE., KINGSTON 5, 

JAMAICA 

JAMAICA 99999 

DADE/HARLECO DISTRIBUTORS, LAGO TANGANICA NO. 13, MEXICO 17, 

D.F., MEXICO 

ST. ELIZABETH HOSPITAL, BREEDESTRAAT, 193, WILLEMSTAD, 

CURACEO, NETHERLANDS, ANTILLES 

LANDSLABORATORIUM VD VOLKSGEZONDHEID, ORANJESTAD ARUBA, 
NETHERLANDS, ANTILLES 99999 

SHANTA BHAWAN HOSPITAL, P.O. BOX 252, KATHMANDU, 

NEPAL 99999 

DR. URBANO MARTINEZ LABS, CLINICO ESP APT. 251, PANAMA 1, 

PANAMA 
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LISFARMA DISTRIBUTORS, APARTADO 1007, LISBON, PORTUGAL 

DADE/GRIFOLS DISTRIBUTORS, JESUS AND MARIA NO. 6, 

BARCELONA, SPAIN 

WORLD HEALTH ORGANIZATION, SUPPLY SERVICES, 1211 GENEVA 27, 
SWITZERLAND 
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3. POSTS ARE REQUESTED TO CONTACT CONSIGNEES TO DETERMINE 
IF THEY ARE FAMILIAR WITH SUBPOTENCY PROBLEM. ANY QUESTIONS 
CONSIGNEES MAY HAVE REGARDING THIS MATTER SHOULD BE 
REFERRED TO MANUFACTURER. SISCO 
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Message Attributes 


Automatic Decaptioning: X 
Capture Date: 01 JAN 1994 
Channel Indicators: n/a 
Current Classification: UNCLASSIFIED 

Concepts: DRUG INDUSTRY, RECALLS, FOOD & DRUG REGULATIONS 

Control Number: n/a 
Copy: SINGLE 
Draft Date: 18 AUG 1975 
Decaption Date: 01 JAN 1960 
Decaption Note: 

Disposition Action: n/a 
Disposition Approved on Date: 

Disposition Authority: n/a 
Disposition Case Number: n/a 
Disposition Comment: 

Disposition Date: 01 JAN 1960 
Disposition Event: 

Disposition History: n/a 
Disposition Reason: 

Disposition Remarks: 

Document Number: 1975STATE196127 
Document Source: CORE 
Document Unique ID: 00 
Drafter: DHEW/FDA/JRWEINROTH, M.D. 

Enclosure: n/a 
Executive Order: N/A 
Errors: N/A 

Film Number: D750285-0956 
From: STATE 
Handling Restrictions: n/a 
Image Path: 

ISecure: 1 

Legacy Key: Iink1975/newtext/t19750842/aaaabkxe.tel 

Line Count: 119 

Locator: TEXT ON-LINE, ON MICROFILM 
Office: ORIGIN HEW 
Original Classification: UNCLASSIFIED 
Original Handling Restrictions: n/a 
Original Previous Classification: n/a 
Original Previous Handling Restrictions: n/a 
Page Count: 3 

Previous Channel Indicators: n/a 
Previous Classification: n/a 
Previous Handling Restrictions: n/a 
Reference: n/a 

Review Action: RELEASED, APPROVED 
Review Authority: ellisoob 
Review Comment: n/a 
Review Content Flags: 

Review Date: 29 JAN 2003 
Review Event: 

Review Exemptions: n/a 

Review History: RELEASED <29 JAN 2003 by ReddocGW>; APPROVED <17 FEB 2004 by ellisoob> 

Review Markings: 

Margaret P. Grafeld 
Declassified/Released 
US Department of State 
EO Systematic Review 
06 JUL 2006 


Review Media Identifier: 

Review Referrals: n/a 
Review Release Date: n/a 
Review Release Event: n/a 
Review Transfer Date: 

Review Withdrawn Fields: n/a 
Secure: OPEN 
Status: NATIVE 

Subject: FDA ADVISORY - SUBPOTENT DIAGNOSTIC REAGENT 

TAGS: OGEN, TBIO, BE, GT, JM, MX, NA, NP, PN, PO, SP, WHO, AMERICAN HOSPITAL SUPPLY CORP 
To: BRUSSELS MULTIPLE 
Type: TE 
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